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- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 OF R 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 



I Responsive to communiGation(s) filed on 02 August 2007 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1^5 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1^5 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on ^ is/are: a)n accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomfi PTO-152. 

Priority under 35 U.S.C. § 119 

12)S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)S All b)n Some * 0)0 None of: 

1 Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No. 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
applicafion from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Status of the Claims 
Claims 1 -5 are pending and the subject of this Office Action. 

Claim Rejections - 35 U.S.C. §112.1 

« 

The following is a quotation of the first paragraph of 35 U.S.C. §112: 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, in 
such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his 
invention. 

Claim 3 is rejected under 35 U.S.C. 1 12, first paragraph, because the specification, while 
being enabling for a synergistic effect as it pertains to the inhibition of T-cell proliferation, does 
not reasonably provide enablement for a claim that reads on a synergistic effect. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention commensurate in scope with these 
claims. 

The invention is directed to a method of treatment of a dermatological or mucosal 
disease, comprising the co-administration of a synergistically effective amount of 33-epichloro- 
33-desoxyascomycin in combination or association with an emollient together with a 
pharmaceutically acceptable carrier or diluent. 

As a result, the effect of performing the invention by one skilled in the art would be that 
of undue experimentation. 
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» 

Factors to be considered in determining whether a disclosure would require undue 
experimentation have been summarized in Ex parte Forman , 230 USPQ 546 (BPAI 1986) and 
reiterated by the Court of Appeals in In re Wands. 8 USPQ2d 1400 at 1404 (CAFC 1988). The 
factors to be considered in determining whether vmdue experimentation is required include: (1) 
the quantity of experimentation necessary, (2) the amount or direction presented, (3) the presence 
or absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) 
the relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. 

The Board also stated that although the level of skill in organic chemistry is high, the 
results of experiments to discover treatments for the illnesses and conditions recited in claim 1 7, 
is unpredictable. While all of the Wands factors are considered, a sufficient amount for a prima 
facie case is discussed below. 

The specification discloses a method for determining synergy (Specification, page 6, last 
two lines through page 7, lines 1-11). However, the specification does not provide specific 
evidence of the synergistic effects set forth in instant claim 3. Id. As a matter of law, to support 
an allegation of synergy, the facts shown must be analyzed to determine whether the method 
chosen to establish synergism clearly and convincingly demonstrates such existence or more 
generally, an unobvious result. As no facts have been proffered to support the Applicants' claim 
of synergy. Examiner is faced with an allegation lacking factual support in the record. The result 
of reduction to practice therefore, would be undue experimentation. 

Claim 3 will be rejected herein as obvious over prior art that will be made of record. 
However, the same rejection does not mean that the entire scope of the claim as presented is 
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enabled. Claim 3 is construed herein as being open-ended, with respect to synergy in the instant 
case whereas synergy, as discussed in the prior art is directed specifically to the inhibition of T- 
cell proliferation. In light of the fact that the Applicants have not provided evidence in the 
record to support the full scope of their claim with respect to what is "synergistically effective," 
the prior art rejection herein does not provide evidence supporting the entire scope of Applicants 
claim. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
VogeU 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
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with this application, or claims an invention made as a result of activitieis undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-5 are rejected on the groimd of nonstatutory obviousness-type double patenting 
as being unpatentable over claims 1-5 of U.S. Patent Application No. 10/550,355. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
'355 patent application, like the instant invention, claims a pharmaceutical composition 
comprising a T-cell immunomodulator or immunosuppressant in a combination therapy, a 
method of treatment of a dermatological disorder as a result thereof, and a kit containing the 
compoenents thereof. The methods articulated in claims 1-5 of the '355 patent application 
overlap in scope with the methods articulated in claims 1-5 of the instant invention, because 
while the instant invention is directed to 33-epichloro-33-desoxyascomycin and the '355 patent 
application is directed to pimecrolimus, both are macrolide T-cell immunomodulators or 
immunosuppressants and both disclosures are directed to the treatment of dermatological 
diseases and claim synergistic effects. 

This is a provisional rejection, because the claims have not, in fact, been patented. 

In looking in continuity data, it is noted that applicant has numerous pending applications 
encompassing the same or similar subject matter of the instant application. Applicant should 
review all subject matter considered the same or similar, and submit the appropriate Terminal 
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Disclaimer(s). For example, pending patent applications with the same or similar subject matter 
include, but are not limited to 10/550356; 10/550358; 10/550359; and 10/350360. 

Claim Rejections - 35 US.C. §102(b) 

The following is a quotation of 35 U.S.C. § 102(b), which forms the basis for all 
obviousness rejections set forth in this office action: 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-5 are rejected under 35 U.S.C. §102(b) as being anticipated by EP1273288 
[hereinafter referred to as "Tiemessen et al"]. 

Tiemessen et al disclose a composition comprising 33-epichloro-33-desoxyascomycin 
(paragraph 10, lines 9-10 and paragraph 12, line 3) with a diacylphosphatidyl glycerol in an 
organic solvent with a ratio between 400:1 and 0.5:1 (Abstract; claim 1) for the treatment of 
dermatological diseases (Paragraph 60, lines 1-5) and processes of preparing the same 
(Paragraphs 83-92). 

In light of the foregoing, claims 1-5 are clearly anticipated by Tiemessen et al. 

Conclusion 

No claims are allowed. 

ft 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia Hughes whose telephone number is 571-272-6026. The 
examiner can normally be reached from 9:00 AM to 5:00 PM, Monday through Friday. . 



Application/Control Number: 10/550,357 Page 7 

Art Unit: 1614 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached at 571-272-0718. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR of Public PAIR. Status information for unpublished 
applications is available through Public PAIR only. For information about the PAIR system, see 
http://pair-direct-uspto.gov . Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
mber 2007 
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